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NPAACDOCUMENTING procedures

Policy 

(Insert manufacturer’s name) policies and procedures are documented and controlled in compliance with licensing standards of the (Insert name of licensing body) e.g. Therapeutic Goods Act 1989, the Therapeutic Goods Administration Australian Code of Good Manufacturing Practice (GMP) for human blood and blood components, human tissues and human cellular therapy product and FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing and Administration. 

Policies and procedures for (Insert manufacturer’s name) affiliated (Insert name of applicable affiliations) e.g. clinical haemopoietic transplant programs are documented and controlled in compliance with (Insert name of applicable standard) e.g. FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing and Administration.
purpose

This document describes the format, content and control requirements for policies and procedures. 

Scope

This procedure applies to (Insert manufacturer’s name) and affiliated clinical programs utilising the (Insert manufacturer’s name) quality management system.

Responsibilities

Document authors are responsible for writing documents according to the requirements of this procedure. 

The (Insert manufacturer’s name) Quality Coordinator is responsible for managing (Insert name of quality software application) document control, including ensuring that (Insert name of quality software application) documents are:

· correctly formatted

· clearly understandable and meet content requirements

· reviewed within the required timeframe

· approved 

· activated and distributed to copyholders.
The (Insert manufacturer’s name) Quality Coordinator is also responsible for ensuring that an appropriate implementation date is allocated and recorded in the procedure history, in order to ensure that changes are communicated to personnel prior to implementation. For changes only relevant to (Insert manufacturer’s name) personnel, the implementation date will be within 7 days following the activation date. For changes requiring communication to external personnel, the implementation date will postdate the activation date by the estimated required time interval (not more than 30 days). Minor changes that do not require personnel review, as indicated by a point increment in revision number rather than a full numeral, may be implemented upon activation.
The (Insert manufacturer’s name) Quality Manager is responsible for maintaining the Master copies (printed on blue paper) of all current and superseded (Insert name of quality software application) documents and revisions.  
The (Insert manufacturer’s name) Production Manager (Facility Director) and clinical program directors are responsible for ensuring that, prior to implementation: 

· procedure documentation is reviewed and approved by the appropriate people 

· procedure changes are communicated to and reviewed by the relevant personnel.
· where required, personnel acknowledge changes and record their review in the relevant Document Review Record.

Document copyholders are responsible for ensuring that the current procedure revision is available to personnel and obsolete revisions are removed. 

All personnel are responsible for: 

· following the procedures relevant to their duties

· reviewing procedure changes and signing the Document Review Record.

document control

(Insert manufacturer’s name) procedures and forms are controlled using the (Insert name of quality software application) quality management software application. Detailed instructions for using the (Insert name of quality software application) document module are documented in (Insert name of quality software application) DOCXX.

Control of the policies and procedures for each affiliated clinical program is described in the Quality Management Plan for that program. In general, Nursing procedures are controlled through the appropriate Nursing management system and program specific clinical procedures are controlled through (Insert name of quality software application). 

Documents under (Insert name of quality software application) control utilise the template (Insert template file dame) or a program specific (Insert name of quality software application) template. The following document control information is displayed in the template header and footer. 

· Title and (Insert name of quality software application) alphanumeric identification

· Manual Name

· Author and owner

· Page number and total number of pages

· Revision number and activation date

Clinical program documents under Nursing control display the required document control information using the appropriate Nursing document template. 

procedure content

Operating procedures must be clearly written and sufficiently detailed for qualified staff to follow. Procedures shall include, where applicable:

· Purpose and scope

· Responsibilities

· Materials and equipment

· Acceptable endpoints and range of expected results

· Stepwise instructions

· Reference to other procedures and forms required to perform the procedure

· Reference to records relating to the procedure

· List of appropriate references

· Procedure history and record of approval 

Procedures may include links or references to other documents providing the required information. 

Records

The Master copy of each (Insert name of quality software application) controlled revision is stored in the (Insert storage location of records) and retained for a minimum of 10 years.

Document Review Records are stored with the relevant procedure in the procedure’s manual.
documents

Quality Management DOC50
Quality Software Application DOCXX
forms

Document Review Record FORM78
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